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Whereas the Parliament of India has set out to provide a practical regime of right to 
information for citizens to secure access to information under the control of public authorities, 
in order to promote transparency and accountability in the working of every public authority, 
and whereas the attached publication of the Bureau of Indian Standards is of particular interest 
to the public, particularly disadvantaged communities and those engaged in the pursuit of 
education and knowledge, the attached public safety standard is made available to promote the 
timely dissemination of this information in an accurate manner to the public. 
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NATIONAL FOREWORD 

This Indian Standard (Part 2) which is identical with ISO 8670-2:1996 'Ostomy collection bags — Part 2: 
Requirements and test methods' issued by the International Organization for Standardization (ISO) was 
adopted by the Bureau of Indian Standards on the recommendations of the Artificial Limbs, Rehabilitation 
Appliances and Equipment for the Disabled Sectional Committee and approval of the Medical Equipment 
and Hospital Planning Division Council. 

Ostomy bags are available in various types. With the advancement in medical sciences and increased 
number of colostomy operations the need for ostomy collection bags has become necessary. The use of 
these bags becomes essential for collecting body effluent/faeces from an artificial opening established 
on the body surface. During the operation part of colon, the major part of the large intestine, is brought 
through an incision in the abdominal wall and formed an artificial opening to allow the discharge of faeces 
into the ostomy bag attached to the skin. 

The standard has been issued in two parts. Part 1 of this standard covers vocabulary. This part of the 
standard covers requirements and test methods. The standard is expected to help the consumers, 
doctors, hospital personnel in procuring standard quality ostomy bags. It will also help the manufacturers 

in producing quality bags. 

The text of above mentioned ISO Standard has been approved as suitable for publication as an Indian 
Standard without deviations. Certain conventions are, however, not identical to those used in Indian 
Standards. Attention is particularly drawn to the following: 

a) Wherever the words International Standard' appear referring to this standard, they should 
be read as Indian Standard'. 

b) Comma (,) has been used as a decimal marker while in Indian Standards, the current practice 
is to use a point (.) as the decimal marker. 

For the purpose of deciding whether a particular requirement of this standard is complied with, the final 
value, observed or calculated, expressing the result of a test or analysis, shall be rounded off in accordance 
with IS 2:1 960 'Rules for rounding off numerical values (rewsecO'.The number of significant places retained 
in the rounded off value should be the same as that of the specified value in this standard. 



IS 15376 (Part 2) : 2003 
ISO 8670-2 : 1996 



Indian Standard 
OSTOMY COLLECTION BAGS 

PART 2 REQUIREMENTS AND TEST METHODS 



1 Scope 

This part of ISO 8670 specifies performance requirements and test methods for one-piece and multiple-piece 
ostomy systems having collection bags of the following types: 

a) closed-ended bags; 

b) open-ended bags; 

c) urostomy bags. 



2 Normative reference 

The following standard contains provisions which, through reference in this text, constitute provisions of this part of 
ISO 8670. At the time of publication, the edition indicated was valid. All standards are subject to revision, and 
parties to agreements based on this part of ISO 8670 are encouraged to investigate the possibility of applying the 
most recent edition of the standard indicated below. Members of lEC and ISO maintain registers of currently valid 
International Standards. 

ISO 8670-1:1996. Ostomy collection bags — Part 1: Vocabulary, 



3 Definitions 

For the purposes of this part of ISO 8670, the definitions given in ISO 8670-1 and the following definitions apply. 

3.1 flatus filter: Device that contains a porous material for deodorizing flatus as it escapes from the bag. 

3.2 multiple-piece flange system: Effluent collection system in which a component is positioned around the 
stoma allowing an effluent collection bag to be attached or removed while the component itself remains in position. 

3.3 ostomy bag; Flexible container for collecting body effluent from the stoma. 

3.4 stoma: Abnormal opening established on the body surface. 

3.5 test volume: That volume on which is based the volume of liquid added, or the force applied, to an ostomy 
collection bag when performing tests to verify the strength and leakage resistance of the bag assembly. 
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4 Requirements 

4.1 Freedom from leakage 

4.1.1 When tested by the method given in 6.2, bags without flanges shall not leak. 

4.1.2 When tested by the method given in 6.3, bags (systems) with flanges shall not leak. 

4.2 Retention of open*ended bag closure 

When tested by the method given in 6.4, the open-ended bag closure shall remain in position when used following 
the bag manufacturer's instmctions. 

4.3 Burst strength (static) 

When tested by the method given in 6.5, the bag shall not leak. 

4.4 Marking of the ostomy collection system 

4.4.1 For identification purposes, the bag shall be marked with at least the product code and the name and/or 
trademark of the manufacturer or supplier. 

4.4.2 If the opening for the stoma is intended to be enlarged, the maximum opening shall be either 

a) marked on the product 
or 

b) given in the instructions. 

5 General test conditions 

5.1 Temperature 

The standard temperature for testing (atmosphere and reagent) shall be 23 **C ± 2 °C. 

5.2 Test samples 

Testing shall be carried out on product samples as supplied to the end-user. 

6 Test methods 
6.1 Test volume 

6.1.1 Principle 

The ostomy collection bag is filled with water and the volume of water within the bag is measured. 

6.1.2 Reagent 
BAJ2A Tap water. 
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6.1.3 Apparatus 

6.1.3.1 Rigid transparent plate (see figure 1), of sufficient size to support the whole of the bag in the horizontal 
position, having a hole of diameter 10 mm ± 0.2 mm to which a connector fitted with a tap can be secured. 

6.1.3.2 IMeans of filling the bag, from the tap or reservoir, ensuring that air is not entrained. 

6.1.3.3 Graduated cylinders, of capacities to suit the bags being tested and having a measurement accuracy of 

±2%. 

Dimensions in millimetres 



To water supply 



Bag flange 




Transparent test plate 



Figure 1 — Set-up for measuring test volume 



6.1.4 Procedure 

6.1.4.1 For open-ended bags with a bottom opening, dose the outlet 30 mm ± 5 mm from the bottom by wetding 
or by repeated folding secured with a binder clip or other securing device not exceeding 100 g in mass. For open- 
ended bags with a top opening, close the opening in accordance with the manufacturer's instructions. 



Do not use a rubber band for closure purposes. 
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6.1.4.2 If there is no precut opening in the ostomy bag assembly, or if the opening is of diameter less than 
15 mm, cut a central hole of diameter 15 mm "^q mm. 

6.1.4.3 With the rigid transparent test plate (6.1.3.1) in a vertical position, attach the ostomy bag assembly so the 
bag opening is concentric with the hole in the test plate. Ensure that the bag is positioned so that its movement is 
not restricted. 

6.1.4.4 Remove as much air as possible from the ostomy bag under test. In the case of urostomy bags, this may 
mean opening the drainage tap while pressing against the bag, and then closing the drainage tap. 

insert the filling connector (6.1 .3.2) Into the test plate with the tap in the closed position. 

6.1.4.5 Open the water supply tap (6.1.2.1) and allow water to enter the bag, ensuring that no air is entrained, 
until the level of water in the bag reaches the bottom of the hole in the test plate. Turn off the tap. 

6.1.4.6 Remove the filling connector from the test plate and allow the level of water in the bag to stabilize for 
1min''^°s. 

6.1.4.7 If necessary, remove or add water to the bag using the filling connector until the water in the bag is level 
with the bottom of the hole in the test plate when filling connector Is removed. 

NOTE — In the case of urostomy bags, two water levels may be observed, one on each side of the nonreturn valve. In this 
case, the upper water level at the flange opening is used to establish the test volume. 

6.1.4.8 Empty the water from the bag into a graduated cylinder (6.1.3.3). Measure the volume, in millilitres, and 
record it as the test volume of the bag. 

6.1.5 Test report 

The test report shall contain the general information specified in clause 7, together with the test volume. 

6.2 Freedom from leakage of bags without flanges 

6.2.1 Principle 

The ostomy collection bag is filled with coloured water, positioned horizontally and examined for leakage. It is then 
suspended vertically and again examined visually for leakage. 

This method does not test for: 

a) leakage from vents, filters, vent and filter plugs and the interface between the test surface and the bag 
assembly; 

b) leakage from the open-ended bag closure. 

6.2.2 Reagent 

6.2.2.1 Coloured water, comprising tap water coloured by the addition of 0,3 g/l of erythrosin (E 127). 

6.2.3 Apparatus 

6.2.3.1 Rigid, transparent test plate, as specified in 6.1.3.1. 

6.2.3.2 Means of sealing all openings not to be tested. 

6.2.3.3 Absorbent material, white. 
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6.2.4 Procedure 



6.2.4.1 Seal all openings (see 6.2.3.2), such as vents, filters and openings of open-ended bags, and attach the 
bag to the test plate (6.1.3.1). If there is no precut opening for the stoma, cut a hole as described in 6,1.4.2. Attach 
the bag to the test plate as described in 6.1 .4.3. 

6.2-4.2 If the bag is a urostomy bag fitted with a drainage tap. pour a snnall amount of coloured water (6.2.2.1) 
into the bag and open and close the tap ten times, ensuring that the coloured water is present in the bag during the 
whole operation. 

6.2.4.3 Position the bag/test plate assembly vertically and fill the bag through the filling port with 75 % of the test 
volume (see 6.1 .4.8) using the coloured water, ensuring that air is not entrained. 

6.2.4.4 Visually inspect the bag tor leakage after 1 min ^q s. If leakage is observed, discontinue the test. 

6.2.4.5 Close the inlet hole and dry the surface of bag assembly. Position the bag/lest plate assembly horizontally 
beneath the bag with the absorbent material (6,2.3.3) between the bag and test plate. Leave undisturbed for 
17 h ± 1 h and then visually inspect the bag and absorbent material for signs of leakage. Discontinue the test if 
leakage has occurred. 

6.2.4.6 Reposition the same bag/test plate assembly in a vertical position with absorbent material beneath it. 
Leave undisturbed for 4 h ± 1 h. then visually inspect for signs of leakage. 

6.2.5 Test report 

The test report shall contain the general information specified in clause 7, together with a statement as to whether 
or not leakage was observed and, if so, at which orientation. 

6.3 Freedom from leakage of systems with flanges 

6.3.1 Principle 

The ostomy collection bag is attached to a vertical plate and a force is applied in upward and downward directions 
sequentially. The bag is filled with coloured water and positioned horizontally. The junction between the bag and 
the flange and the junction of the multiple-piece coupling system are then inspected for leakage or visible damage. 

6.3.2 Reagent 

6.3.2.1 Coloured water, as specified In 6.2.2. 

6.3.3 Apparatus 

6.3.3.1 Rigid, transparent test plate, as specified in 6.1 .3.1 . 

6.3.3.2 Means of applying a force of 20 N ± 1 N to the bag. 

6.3.3.3 Stopwatch, or similar timing device. 

6.3.4. Procedure 

6.3.4.1 Attach the ostomy collection bag or the baseplate of a multiple-piece ostomy collection system to the test 
plate (6.3.3.1) using the procedure described in 6.2.4.1 (see figure 2). 

For a multiple-piece flange system, assemble in accordance with the manufacturer's instructions. 

6.3.4.2 Slowly apply a force (6.3.3.2) of 20 N ± 1 N in a downward direction towards the bottom of the bag. 
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6.3.4.3 Maintain the force for 1 min ^^^ s, then remove it. 

6.3.4.4 Slowly apply a force of 20 N ± 1 N in an upward direction towards the top of the bag. or rotate the plate 
ISO'* and apply the test force in a downward direction. 

6.3.4.5 Maintain the force for 1 min '^^q s, th^n renrlove It. 

6.3.4.6 Add 75 % of the test volume (see 6.1.4.8) of coloured water (6.3.2.1) to the bag. avoiding entraining air. 
Seal the opening in the plate and place the plate and bag on a horizontal surface, with the test plate beneath the 
bag and the absorbent material between the bag and test plate. 

6.3.4.7 After 30 min but before 31 min. visually examine the junction of the flange to the bag and the junction of 
the multiple-piece flange system for leakage. 



Force ot 
20Nt1N 



Fixed plate fo which 
flange is attached 



Bag flange 




Figure 2 — SetHip for testing for flange lealcage 
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6.3.5 Test report 

The test report shall contain the general information specified in clause 7, together with a statement as to whether 
or not leakage was observed. 

6.4 Retention of an open-ended bag closure 
6.4-1 Principle 

The ostomy collection bag \s filled with water and subjected to a compressive force. It is then visually examined for 
retention of the open-ended bag closure. 

6.4.2 Reagent 
6.4.2.1 Tap water. 

6.4.3 Apparatus 

6.4.3.1 Parallel plates, of length and width not less than those of the bag being tested, with one plate having a 
hole of diameter 10 mm positioned in its centre, with the plate capable of moving freely in a vertical direction while 
remaining horizontal within a tolerance of ± 5°. 

6.4.3.2 Means of applying a force of 1 00 N ± 5 N to the bag. 

6.4.3.3 Stopwatch, or similar timing device. 

6.4.4 Procedure 

6.4.4.1 Seal all openings, as described in 6.2.4.1, and attach the bag to the test plate (6.4.3.1) having the hole in 
it, as described in 6.1.3.1. 

6.4.4.2 Apply the open-ended bag closure, in accordance with the manufacturer's instaictions. 

6.4.4.3 Fill the bag with 75 % of the test volume (see 6,1.4.8) of water, avoiding entraining air, and seal the 
opening in the plate. Orientate the plate in a horizontal position with the bag uppermost. 

6.4.4.4 Place the other plate on the bag in a position parallel with the lower plate. 

6.4.4.5 Load the upper plate so that a force of 100 N ±5 N is imposed on the bag, ensuring that the bag 
components do not impair application of the load. Ensure that the plates do not restrict movement of the bag 
closure. 

6.4.4.6 Allow the force to act on the bag for 1 min*^^Q s, remove the force and visually inspect the bag to 
determine whether the open-ended closure remained in position. 

6.4.5 Test report 

The test report shall contain the general information specified in clause 7. together with a statement whether or not 
the open-ended closure remained in position. 

6.5 Burst strength (static) 
6.5.1 Principle 

This method tests for leakage of water from all parts of ostomy bags except as noted in 6.2.1 . 

The bag is filled with water and subjected to a compressive force, then inspected for leakage. 
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6.5-2 Reagent 
6.5.2.1 Tap water. 

6.5.3 Apparatus 

6.5.3.1 Parallel plates, as specified in 6.4.3.1 . 

6.5.3.2 Means of applying a force of 200 N ± 5 N to the bag. 

6.5.3.3 Stopwatch, or similar timing device. 

6.5.4 Procedure 

6.5.4.1 Seal all openings as described in 6.2.4.1, and attach the bag to the test plate (6.5.3.1) having the hole in 
it, as described in 6.1.3.1. 

6.5.4.2 If the bag is fitted with a drainage tap, fully open it and close It ten times. If the bag is an open-ended bag. 
clamp or othenrt/ise occlude the outlet opening so that it is fluid-tight, without using the open-ended bag closure. 

6.5.4.3 Fill the bag with 75 % of the test volume (see 6.1.4.8) with water (6.5.2.1), avoiding entraining air and seal 
the opening in the plate Orientate the plate in a horizontal position with the bag uppermost. 

6.5.4.4 Place the other plate on the bag in a position parallel with the lower plate. 

6.5.4.5 Load the upper plate so that a force of 200 N ± 5 N is imposed on the bag. ensuring that the bag 
components do not impair application of the load. Ensure that the plates do not restrict movement o1 the bag 
closure. 

6.5.4.6 Allow the force to act on the bag for 1 min'*"^Q s, remove the force and visually inspect the bag to 
determine whether or not leakage occurred. 

6.5.5 Test report 

The test report shall contain the general information specified in clause 7, together with a statement as to whether 
or not leakage was observed. 



7 Test reports 

The test reports shall include the following information: 

a) reference to this part of ISO 8670; 

b) complete identification of the bag, tested as described in 4.4; 

c) date and place of testing; 

d) number of bags tested; 

e) test results as specified in 6.1.5, 6.2.5, 6.3.5, 6.4.5 and 6.5.5. 
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